
cutifiod/Xoturm Bosoipt Rquostad c1I6!32FL&,nd ~,,g ~dm,;,,t,,;on
Kanaas Cit/ Dl,trict Offlco
l1630we8: 130ctlstraw

Docembor 20, 1996 L@~ox8,Kan#a# 66214-3340

T0k@10n9: [913)762-2100

Dr. Eugano P. Caaafdy, 111.D., Medical
Dimctor/Respcm8ibl@ ihad

Marshalltown Medical & Surgical Cent-r
3 South 4th Avonu*
ISarshalltown, Xowa 90158
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Mar IX. Ca8sidy:

During an inspection of your licanml hospital blood bank
facility, cmductad on Ncnmmba 20 to 25, 199!5, a Food ●nd Drug
Administration Investigator from this offlcc documantod
violaticn’w of Saotions 501(a)(2)(B) of W@ Fachual Food, Drug and
Cosmatic Act, and Titla 21, ~t p-s
600-680. !rhe deviations faand inclutla, but am not limit-d to,
the following:

Failure to maintain and/or follov adequate written standard
operating proc~durmm (SOPS) [21 CFR 606.100(b)] in that:

Ther8 is no SOP covarlng Quality Assurance in
tha porformanca and documentation of
significant manufacturing ●taps, xecord
reviaw? or quality central.

Tharo is no SOP to covar the invalidation of
a viral dis8asm marker test run.

Your SOP for I?quipmmt Quality Control lists
incorrect stoxaga tomparaturas for Plat*lets
and t8sting rtkagentm.

Ther8 ia no SOF covaring blood promr:ts found
out-of-ranga of storage tampuaturw8.

Failur* to maintain concurrent, detailed and/or accurate
r~cords [21 CFR 606.Z60(a)] in that:

Viral disease marlwr t8sting Is not baing
porformd according to t-t kit instructions.
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The documentation for viral disoaso marker
t88ting i8 incomplete.

Faihxm to rwiow ●ll raccmds pertinent to a unit of bSood
or blood componont prior to tha raleasa or distribution of
the final produ- [21 CFR 606.1OO(C)] $?i that:

Editing of documents dms not always laave
tho material legible, datad, and initialad by
tho person responsible for making tha
chang~s.

The abova violations are not intended to be an all-inclusive list
of the deficiencies at your facility. At the conclusion or the
inspection Form FDA 483, Inspectional Obsenations, waa ismmd to
and discussed vith you. It is our responsibility as Ra8pon8ible

IEoad to assura that your ●stabl shmnt h in conplianco with all
rquiraments of th f~da?al regulations.

Prompt aotion should be taken to cornot the violation. Failura
to promptly cozmct the violation aay rmmlt in rqulatory

o

action ~ Suoh aotion includes llcenso
suspension and/or revocation,’seizure and/or injunction.

Please notify this off ica in writing, within f$ttom (15) working
days of the r~celpt of! this letter, of tlm spmcific #tep8 you
have taken to corrwt the notad violations and to prevent th.ir
rwmrrence. If oorractivo ●ction oannot be complmted within 15
working days, state the rsason for the delay and the time within
which tha corrections will be cmploted.

Your reply should be sant to Clarenc@ R. Pcndleton, Compliance
Officer, at the above address.

cc: Robazt Cmp*r, Chid
Offic,r

14arahalltovn Medical
3 Seuth 4th Avmue

Sincerely,

W. Michael Rogers
District Diractor
Kansas City District

Exeoutive

& Surgioal Center


